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earned patent term adjustment. See 37 CFR 1.704(b). 
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1 )^ Responsive to communication(s) filed on 03 August 2007 . 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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6) IEI Claim(s) 1-17.33 and 34 is/are rejected. 
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Application Papers 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 CFR 
1.17(e), was filed in this application after final rejection. Since this application is eligible for continued 
examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) has been timely paid, the 
finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. Applicants' 
submission filed on August 3, 2007, has been entered. 

Status of Application, Amendments, and/or Claims 

2. Amendments of August 3, 2007, have been received and entered in full. Claims I -1 7, 33 and 34 
are pending and under examination. All arguments have been fully considered and thoroughly reviewed, 
but are deemed not persuasive for the reasons that follow. Any objections and rejections not reiterated 
below are hereby withdrawn . 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that form the basis 
for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claims 1-17 are rejected under 35 U.S.C. 102(b) as being anticipated by Mutasa et al. 
(Phytopathology, 1996). 
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With regard to claim 1, Mutasa et al. teach a method of testing the integrity of primers in a 
multiplex amplification reaction, the amplification reaction comprising primers sufficient to amplify at 
least two different target sequences, the method comprising, 

a) providing in a mixture the primers sufficient to amplify at least two different target sequences 
and a single-stranded polynucleotide sequence comprising the sequences of each of the primers, sufficient 
to amplify at least two different target sequences subsequences of the primers at least five nucleotides 
long, or complements of the sequences of the primers (see p. 494 col. 1, under PCR primers, where the 
target DNA is the single-stranded sequence as ds DNA in a nested multiplex PCR reaction becomes 
single-stranded upon denaturation and the sequence comprises all of the sequences of all of the primers. 
For example the target contains the sequences of the forward and reverse outer primers and the sequences 
of the forward and reverse nested primers. Both the outer and nested primers are twenty nucleotides in 
length meeting the limitation of at least 5 nucleotides long. Additionally, the primers amplify two target 
sequences. A 1 .14 kb and a 0.8 kb sequence. The outer primers amplify a target and the nested primers 
amplify a second target which is contained within the target sequence amplified by the outer primers.) 

b) amplifying the polynucleotide sequence (see p. 494 col. 1, under DNA amplification 
conditions, where the target DNA is subjected to PCR; and 

c) detecting the presence or absence of the amplified polynucleotide, thereby testing the integrity 
of the primers in the amplification reaction (see p. 494 col. 1 , under Sensitivity of single tube nested PCR, 
where the presence or absence of the amplicons are detected using an agarose gel and are an indication of 
the primer integrity). 

With regard to claim 2, Mutasa et al. teach wherein the target sequences are less than 50% 
identical to each other (see p. 495 Figure 2A and legend, where Mutasa et al. teach several different 
unrelated species from which the genomic DNA was extracted and contained the target within the larger 
genomic sequence). 
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With regard to claim 3, Mutasa et al. teach the single-stranded polynucleotide sequence is 
provided by denaturing a double-stranded polynucleotide (see p. 494 col. 1, under DNA amplification 
conditions, where the target DNA is the single-stranded sequence as ds DNA in a nested multiplex PCR 
reaction becomes single-stranded upon denaturation). 

With regard to claim 4, Mutasa et al. teach the single-stranded polynucleotide sequence is a 
synthetic single-stranded polynucleotide (see p. 494 col. 1, under DNA amplification conditions, where 
the target DNA is the single-stranded sequence as ds DNA in a nested multiplex PCR reaction becomes 
single-stranded upon denaturation. Additionally all DNA is synthetic as the production of DNA both ex 
vivo and in vivo is a synthetic process). 

With regard to claim 5, Mutasa et al teach the single stranded polynucleotide sequence comprises 
the primer sequences (see p. 494 col. 1, under PCR primers, where the target sequence necessarily 
comprises all of the primer sequences. To have successful amplification the primers must hybridize with 
the target sequence). 

With regard to claim 6, Mutasa et al. teach the single-stranded polynucleotide sequence 
comprises subsequences of the primers at least five nucleotides long (see p. 494 col. 1 , under PCR 
primers, where the primer sequences are 20 nucleotides in length and therefore meet the limitation of at 
least 5 nucleotides in length). 

With regard to claim 7, Mutasa et al. teach the single-stranded polynucleotide sequence 
comprises all subsequences of the primers that are nine nucleotides long (s see p. 494 col. 1, under PCR 
primers, where the primer sequences are 20 nucleotides in length and therefore meet the limitation of at 
least 9 nucleotides in length). 

With regard to claim 8, Mutasa et al. teach the single-stranded polynucleotide comprises at least 
two subsequences of each primer, wherein the combination of the at least two subsequences contain every 
nucleotide of the primer sequence (see p. 494 col. 1 , under PCR primers, where the primer sequences are 
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20 nucleotides in length and the combination of two subsequences of the primers contain every nucleotide 
of the primer for example the target necessarily comprises the primer sequence in its entirety. For 
example primers having 1 8 nucleotides is comprised of 9 dinucleotide subsequences, therefore the single 
stranded polynucleotide target would comprises two dinucleotide subsequences of each primer). 

With regard to claim 9, Mutasa et al. teach the single-stranded polynucleotide sequence 
comprises two subsequences of a primer sequence and at least the last two nucleotides of a first 
subsequence are identical to the first at least two nucleotides of a second subsequence (see p. 494 col. 1, 
under PCR primers, where the primer sequences are 20 nucleotides in length, where the target sequence 
necessarily comprises the primer sequences. For example primers having 1 8 nucleotides is comprised of 
9 dinucleotide subsequences, therefore the single stranded polynucleotide target would comprises two 
dinucleotide subsequences of each primer. It is well known in the art that primers for PCR are designed 
to be complementary to the target sequence). 

With regard to claim 10, Mutasa et al. teach at least the last five nucleotides of the first 
subsequence are identical to at least the first five nucleotides of the second subsequence (see p. 494 col. 1, 
under PCR primers, where the primer sequences are 20 nucleotides in length, where the target sequence 
necessarily comprises the primer sequences. For example primers having 20 nucleotides is comprised of 
four pentanucleotide subsequences, therefore the single stranded polynucleotide target would comprises 
two pentanucleotide subsequences of each primer. It is well known in the art that primers for PCR are 
designed to be complementary to the target sequence). 

With regard to claim 11, Mutasa et al. teach the mixture comprises at least a first, second, and 
third primer and the single-stranded polynucleotide sequence comprises the sequences of the at least first, 
second and third primer or subsequences at least five nucleotides long of the at least first, second and 
third primers (see p. 494 col. 1, under PCR primers, where the primer sequences are 20 nucleotides in 
length, where the target sequence necessarily comprises the primer sequences. For example primers 
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having 20 nucleotides is comprised of four pentanucleotide subsequences, therefore the single stranded 
polynucleotide target would comprises two pentanucleotide subsequences of each primer. It is well 
known in the art that primers for PCR are designed to be complementary to the target sequence). 

With regard to claim 13, Mutasa et al. teach the amplification of the target sequences is 
performed in the same reaction as the amplification of the single-stranded polynucleotide sequence (see p. 
494 col. 1, under DNA amplification conditions, where the reaction is a nested multiplex PCR reaction 
and the target sequence is the single stranded polynucleotide sequence). 

With regard to claim 14, Mutasa et al. teach the mixture comprises a first primer pair and the 
single-stranded polynucleotide sequence comprises sequences, or complement thereof, of primers of the 
first primer pair oriented such that the first primer pair is capable of amplifying the remaining primer 
sequences, or subsequences thereof, in the single-stranded polynucleotide (see p. 494 col. 1, under PCR 
primers, where the target DNA is the single-stranded sequence as ds DNA in a multiplex PCR reaction 
becomes single-stranded upon denaturation and the sequence comprises the sequence of the outer primers 
and the nested primers, and the primers are 20 nucleotides in length meeting the limitation of at least 5 
nucleotides long). 

With regard to claim 15, Mutasa et al. teach the mixture comprises at least a second primer pair 
comprising a forward and a reverse primer, wherein the single-stranded polynucleotide sequence 
comprises sequences or subsequences of the first primer pair and the second primer pair (see p. 494 col. 1 , 
under PCR primers, where the nested multiplex PCR comprises single-stranded polynucleotide sequence 
which comprises the outer and nested primer sequences). 

With regard to claim 16, Mutasa et al. teach the single-stranded polynucleotide sequence 
comprises subsequences of the primers at least five nucleotides long (see p. 494 col. 1 , under PCR 
primers, where the primer sequences are 20 nucleotides in length and therefore meet the limitation of at 
least 5 nucleotides in length). 
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With regard to claim 17, Mutasa et al. teach the single-stranded polynucleotide sequence 
comprises all subsequences of the primers that are nine nucleotides long (see p. 494 col. 1, under PCR 
primers, where the primer sequences are 20 nucleotides in length and therefore meet the limitation of 9 
nucleotides in length). 

With regard to claim 33, Mutasa et al. teach the single stranded polynucleotide sequence 
comprises sequences or subsequences of the second primer pair oriented such that the reverse primer 
sequence of the second primer pair or subsequence thereof is closer to the 5' end of the polynucleotide 
sequence than the forward primer sequence of the second primer pair or subsequence thereof (see p. 494 
col. 1, under PCR primers, where the nested multiplex PGR comprises single-stranded polynucleotide 
sequence which comprises the outer and nested primer sequences). 

With regard to claim 34, Mutasa et al. teach the single polynucleotide sequence comprises the 
sequences of each primer of the first primer pair and the second primer pair (see p. 494 col. 1 , under PCR 
primers, where the nested multiplex PCR comprises single-stranded polynucleotide sequence which 
comprises the outer and nested primer sequences) 

Allowable Subject Matter 

4. Claim 12 is objected to as being dependent upon a rejected base claim, but would be allowable if 
rewritten in independent form including all of the limitations of the base claim and any intervening 
claims. 

Response to Arguments 

5. Applicant's arguments with respect to all the pending claims have been considered but are moot 
in view of the new ground(s) of rejection. Applicant's arguments are directed to rejections made over 
Kong et al. These rejections have been withdrawn in view of Applicant's amendments and new rejections 
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made over Mutasa et al. Applicant's arguments therefore are not relevant as they are drawn to the 
rejections over Kong et al. 

Correspondence 

6. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Heather G. Calamita whose telephone number is 571.272.2876 and whose e-mail address is 
heather.calamita@uspto.gov. However, the office cannot guarantee security through the e-mail system 
nor should official papers be transmitted through this route. The examiner can normally be reached on 
Monday through Thursday, 7:00 AM to 5:30 PM. 

If attempts to reach the examiner are unsuccessful, the examiner's supervisor, Gary Benzion 
can be reached at 571 .272.0782. 

Papers related to this application may be faxed to Group 1637 via the PTO Fax Center using the fax 
number 571.273.8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding should be 
directed to 571.272.0547. 

Patent applicants with problems or questions regarding electronic images that can be viewed in the Patent 
Application Information Retrieval system (PAIR) can now contact the USPTO's Patent Electronic 
Business Center (Patent EBC) for assistance. Representatives are available to answer your questions 
daily from 6 am to midnight (EST). The toll free number is (866) 217-9197. When calling please have 
your application serial or patent number, the type of document you are having an image problem with, the 
number of pages and the specific nature of the problem. The Patent Electronic Business Center will 
notify applicants of the resolution of the problem within 5-7 business days. Applicants can also check 
PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic Business Center is 
a complete service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also enables 
applicants to view the scanned images of their own application file folder(s) as well as general patent 
information available to the public. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. 



For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 
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